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Standard Language to Be Incorporated into All Protocols Involving Agent(s) Covered by a
Clinical Trials Agreement (CTA) or a Cooperative Research and Development Agreement
(CRADA):

The agent(s) (hereinafter referred to as Agent(s)),                        , used in this protocol is/are
provided to the NCI under a Clinical Trials Agreement (CTA) or a Cooperative Research and
Development Agreement (CRADA) between Company (or Companies) (hereinafter referred to as
Collaborator(s)) and the NCI Division of Cancer Treatment, Diagnosis and Centers.  Therefore,
the following obligations/guidelines apply to the use of the Agent(s) in this study:

1. Agent(s) may not be used outside the scope of this protocol, nor can Agent(s) be
transferred or licensed to any party not participating in the clinical study.  Collaborator(s)
data for Agent(s) are confidential and proprietary to Collaborator(s) and should be
maintained as such by the investigators.

2. For a clinical protocol where there is an investigational Agent used in combination with
(an)other investigational Agent(s), each the subject of different CTAs or CRADAs , the
access to and use of data by each Collaborator shall be as follows (data pertaining to such
combination use shall hereinafter be referred to as "Multi-Party Data.):

a. NCI must provide all Collaborators with written notice regarding the existence and
nature of any agreements governing their collaboration with NIH, the design of the
proposed combination protocol, and the existence of any obligations which would
tend to restrict NCI's participation in the proposed combination protocol.

b. Each Collaborator shall agree to permit use of the Multi-Party Data from the
clinical trial by any other Collaborator to the extent necessary to allow said other
Collaborator to develop, obtain regulatory approval or commercialize its own
investigational Agent.

c. Any Collaborator having the right to use the Multi-Party Data from these trials
must agree in writing prior to the commencement of the trials that it will use the
Multi-Party Data solely for development, regulatory approval, and
commercialization of its own investigational Agent.

3. The NCI encourages investigators to make data from clinical trials fully available to
Collaborator(s) for review at the appropriate time (see #5).  The NCI expects that clinical
trial data developed under a CTA or CRADA will be made available exclusively to
Collaborator(s), and not to other parties.
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4. When a Collaborator wishes to initiate a data request, the request should first be sent to
the NCI, who will then notify the appropriate investigators (Group Chair for cooperative
group studies, or PI for other studies) of Collaborator's wish to contact them.

5. Any data provided to Collaborator(s) must be in accordance with the guidelines and
policies of the responsible Data Monitoring Committee (DMC), if there is a DMC for this
clinical trial.

6. Any manuscripts reporting the results of this clinical trial should be provided to CTEP for
immediate delivery to Collaborator(s) for advisory review and comment prior to
submission for publication.  Collaborator(s) will have 30 days from the date of receipt for
review.  An additional 30 days may be requested in order to ensure that confidential and
proprietary data,  in addition to Collaborator(s) intellectual property rights, are protected.
Copies of abstracts should be provided to Collaborator(s) for courtesy review following
submission, but prior to presentation at the meeting or publication in the proceedings.
Copies of any manuscript and/or abstract should be sent to:

Regulatory Affairs Branch, CTEP, DCTDC, NCI
Executive Plaza North, Room 718
Bethesda, Maryland  20892
FAX 301-402-1584

The Regulatory Affairs Branch will then distribute them to Collaborator(s).


